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• If “Yes” is selected, you may provide a description in the text field to the right of this question with your proposal to expedite 

availability of the device and/or for FDA to help prevent or mitigate a supply distribution. If your answer does not fit in the 
text field, provide information as an attachment. There is an “Add files” button at the bottom of this form to upload files as 
attachments. This field can be expanded by dragging the bottom right corner of the field up and down. (character limit: 
32,768) 

 
• Do you have shortage mitigation plans in place that could be shared with FDA? The default answer for this question is 

“None.” To select “Yes” or “No,” use the drop-down menu. 

 
• If “Yes” is selected, provide a description in the text field below this question. If your answer does not fit in the text field, 

provide information as an attachment. There is an “Add files” button at the bottom of this form to upload files as 
attachments. This field can be expanded by dragging the bottom right corner of the field up and down. (character limit: 
32,768) 

 





https://www.fda.gov/media/151057/download
https://www.fda.gov/media/151056/download
https://www.fda.gov/media/151056/download
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• If a reason is incorrectly selected, it can be removed by selecting the reason and then selecting 

the left arrow between the “Available” and “Chosen” boxes. 

 
 

Error Messages 
Enter a valid value 

• This error occurs when text is entered into a field that is expecting a numerical value. These 
fields are mainly in the Production Capacity and Market Share and FEI field. 

 

 
Product Code not found see FAQ 

• This error occurs when the product code that is being entered is not one of the device types that 
currently require notification under section 506J of the FD&C Act. 

 

 
FEI number not found see FAQ 

• This error occurs when the FEI number entered is either not entered correctly or is not 
registered as a device establishment in the webform. You can look up your FEI number in the 
Establishment Registration and Device Listing database or the FEI Search portal. 

https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/medical-device-types-help-determine-section-506j-notification-obligations
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/medical-device-types-help-determine-section-506j-notification-obligations
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfrl/textsearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfrl/textsearch.cfm
https://www.accessdata.fda.gov/scripts/feiportal/
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Enter a value 
• This error occurs when a required field has not been completed. 

 

 
You have entered an invalid format 

• This error occurs when a valid email address is not entered. The email address should include 
the @ symbol with text before and after. 

 

• This error also occurs when a valid email address is not entered. The email address should 
include a domain name (.com, .gov, .edu, etc.) 

 
 

Upload errors 
• The size of the file exceeded 5 MB or is an incompatible file type 

 
 

Your entry does not match the allowed format MMM d, yyyy 
• This error occurs when a date is typed into the start date or end date fields instead of utilizing 

the pop-up calendar and selecting the appropriate date. Use the pop-up calendar to select the 
date. 
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Estimated duration start date should be less than estimated duration end date 
• This error occurs when an end date is reported at a time prior to the reported start date. 

 

 
 

Required field errors 
• These errors occur when required fields have not been completed. 

 
 
 
 

 
 


	506j-howto-webform.pdf
	Introduction
	Notification Information
	Identifier Information
	Reason(s) for discontinuance or interruption
	Duration of discontinuance or interruption
	Manufacturing-specific inquiries
	Additional Information, including possible mitigations
	Production Capacity and Market Share for this FEI and product code
	End of Form and Attachments
	Submitting a Spreadsheet
	If indicating no interruption or permanent discontinuance

	Error Messages

	506j-howto-webform-cover-page.pdf
	How to 506J Notification webform cover.pdf




